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utilized for authorizing the marketing of
FCS’s, except where FDA determines
that the submission and premarket
review of an FAP under section 409(b)
of the act is necessary to provide
adequate assurance of safety. Section
409(h)(1) of the act requires that a
notification include information on the
identity and the intended use of the FCS
and the basis for the notifier’s
determination that the FCS is safe under
the intended conditions of use. Because
section 409(h)(1) of the act references
the general safety standard for food
additives, the data in a PMN should be
comparable to the data in an FAP. FDA

is announcing the availability for
comment of two draft guidance
documents that are part of the agency’s
implementation of the PMN program,
which will largely replace the FAP
process for those food additives that are
FCS’s. The information to be collected
is information on the manufacture and
intended use of the FCS, studies relating
to the safety of the FCS, and other
information necessary to demonstrate
that the FCS is safe under the intended
conditions of use.

FDA is also making available for
comment FDA Form No. 3480 entitled
‘‘Notification for New Use of a Food

Contact Substance’’ for a notification for
a new use of a FCS. FDA believes that
this form will facilitate both preparation
and review of notifications since the
form will serve to organize information
necessary to support the safety of the
use of the FCS. The burden of filling out
the appropriate form has been included
in the burden estimate for the
notification.

Description of Respondents:
Manufacturers of food-contact
substances.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN 1

Form No. of
Respondents

Annual
Frequency per

Response

Total Annual
Responses

Hours per
Response Total Hours

FDA 3480 2 200 1 200 25 5,000
FDA 3480 3 125 2 250 120 30,000
FDA 3480 4 45 2 90 150 13,500
FDA 3480 5 16 1 16 150 2,400
Total 50,900

1 There are no capital costs or operating and maintenance costs associated with this collection of information.
2 Duplicate notifications for uses of FCS’s.
3 Notifications for uses that would currently be the subject of exemptions under 21 CFR 170.39 or very simple FAP’s.
4 Notifications for uses that would currently be the subject of moderately complex FAP’s.
5 Notifications for uses that would currently be the subject of more complex FAP’s.

The above estimate is based on the types
of submissions that FDA currently
receives for FCS’s in the TOR and the
FAP processes and the following
assumptions and information:

1. FDA estimates that the likely
increase in PMN’s over the number of
FAP’s and TOR requests will be
approximately four times the highest
recent influx of these submissions (50
and 54, respectively). This factor is
based on an analysis of the number of
companies producing various types of
FCS’s and the types of FCS’s for which
FAP’s and TOR’s are most commonly
submitted to FDA.

2. FDA also has included 200
expected duplicate submissions in the
second lowest tier. FDA expects that the
burden for preparing these notifications
will primarily consist of the notifier
filling out FDA Form No. 3480,
verifying that a previous notification is
effective, and preparing necessary
documentation.

3. Based on the amount of data
typically submitted in FAP’s and TOR
requests, FDA identified three other
tiers of PMN’s that represent escalating
levels of burden required to collect
information.

4. FDA estimated the median number
of hours necessary for collecting
information for each type of notification
within each of the three tiers, and the

cost of developing necessary data based
on input from industry sources.

V. Comments

Interested persons may, on or before
February 14, 2000, submit to the
Dockets Management Branch (address
above) written comments regarding the
two draft guidance documents. Two
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket numbers
found in brackets in the heading of this
document. Submit written comments
concerning this collection of
information to the Dockets Management
Branch by January 11, 2000. The draft
guidance documents and received
comments may be seen in the office
above between 9 a.m. and 4 p.m.,
Monday through Friday. Received
comments will be considered when
determining whether to amend the
guidance.

Dated: November 1, 1999.

Margaret M. Dotzel,
Acting Associate Commissioner for Policy.
[FR Doc. 99–29493 Filed 11–10–99; 8:45 am]
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Advisory Council; Notice of Meeting

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Public Law 92–463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of December 1999.

Name: Advisory Commission on
Childhood Vaccines (ACCV).

Date and Time: December 1, 1999; 9:00
a.m.–5:00 p.m.

Place: Parklawn Building, Conference
Rooms G & H, 5600 Fishers Lane, Rockville,
Maryland 20857.

The meeting is open to the public.
The full Commission will meet on

Wednesday, December 1, 1999, from 9:00
a.m. to 5:00 p.m. Agenda items will include,
but not be limited to: A discussion of the
Government Accounting Office Report; a
discussion of the six-month severity criteria
to allow compensation for injuries, such as
Intussusception; updates from the
Department of Justice and the National
Vaccine Program Office; and routine program
reports.

Public comment will be permitted before
lunch and at the end of the Commission
meeting on December 1, 1999. Oral
presentations will be limited to 5 minutes per
public speaker. Persons interested in
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providing an oral presentation should submit
a written request, along with a copy of their
presentation to: Ms. Shelia Tibbs, Principal
Staff Liaison, Division of Vaccine Injury
Compensation, Bureau of Health Professions,
Health Resources and Services
Administration, Room 8A–46, 5600 Fishers
Lane, Rockville, MD 20857, Telephone (301)
443–6593. Requests should contain the name,
address, telephone number, and any business
or professional affiliation of the person
desiring to make an oral presentation. Groups
having similar interests are requested to
combine their comments and present them
through a single representative. The
allocation of time may be adjusted to
accommodate the level of expressed interest.
The Division of Vaccine Injury Compensation
will notify each presenter by mail or
telephone of their assigned presentation time.

Persons who do not file an advance request
for a presentation, but desire to make an oral
statement, may sign-up in Conference Rooms
G and H on December 1, 1999. These persons
will be allocated time as time permits.

Anyone requiring information regarding
the Commission should contact Ms. Tibbs at
(301) 443–6593.

Agenda items are subject to change as
priorities dictate.

Dated: November 4, 1999.
Jane M. Harrison,
Director, Division of Policy Review and
Coordination.
[FR Doc. 99–29492 Filed 11–10–99; 8:45 am]
BILLING CODE 4160–15–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration (SAMHSA)

Notice of Meetings

Pursuant to Public Law 92–463,
notice is hereby given of the following
meeting of the SAMHSA Special
Emphasis Panel I in November and
December 1999.

A summary of the meetings and a
roster of the members may be obtained
from: Ms. Coral Sweeney, Review
Specialist, SAMHSA, Office of Policy
and Program Coordination, Division of
Extramural Activities, Policy, and
Review, 5600 Fishers Lane, Room 17–
89, Rockville, Maryland 20857.
Telephone: 301–443–2998.

Substantive program information may
be obtained from the individual named
as Contact for the meeting listed below.

The meetings will include the review,
discussion and evaluation of individual
grant applications. These discussions
could reveal personal information
concerning individuals associated with
the applications. Accordingly, these
meetings are concerned with matters
exempt from mandatory disclosure in
Title 5 U.S.C. 552b (6) and 5 U.S.C.
App.2, § 10(d).

Committee Name: SAMHSA Special
Emphasis Panel I (SEP I).

Meeting Dates: November 15–19,
1999.

Place: Bethesda Marriott 5151 Pooks
Hill Road, Bethesda, MD 20814.

Closed: November 15–19, 1999, 8:30
a.m.–5:00 p.m./adjournment.

Panel: Community Treatment
Program, PA 99–050.

Contact: Michael Koscinski, Room
17–89, Parklawn Building, Telephone:
301–443–6094 and FAX: 301–443–3437.

Committee Name: SAMHSA Special
Emphasis Panel I (SEP I).

Meeting Dates: December 13–15,
1999.

Place: Bethesda Marriott 5151 Pooks
Hill Road Bethesda, MD 20814.

Closed: December 13–15, 1999 8:30
a.m.–5:00 p.m./adjournment.

Panel: Substance Abuse and Mental
Health Services Administration
Conference Grant PA 98–090(a).

Contact: Boris Aponte, Room 17–89,
Parklawn Building, Telephone: 301–
443–9912 and FAX: 301–443–3437.

Dated: November 1, 1999.
Coral Sweeney,
Review Specialist, Substance Abuse and
Mental Health Services Administration.
[FR Doc. 99–29491 Filed 11–10–99; 8:45 am]
BILLING CODE 4162–20–P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR–4432–N–45]

Federal Property Suitable as Facilities
to Assist the Homeless

AGENCY: Office of the Assistant
Secretary for Community Planning and
Development, HUD.
ACTION: Notice.

SUMMARY: This Notice identifies
unutilized, underutilized, excess, and
surplus Federal property reviewed by
HUD for suitability for possible use to
assist the homeless.
FOR FURTHER INFORMATION CONTACT:
Clifford Taffet, room 7266, Department
of Housing and Urban Development,
451 Seventh Street SW., Washington,
DC 20410; telephone (202) 708–1234;
TTY number for the hearing- and
speech-impaired (202) 708–2565 (these
telephone numbers are not toll-free), or
call the toll-free Title V information line
at 1–800–927–7588.
SUPPLEMENTARY INFORMATION: In
accordance with 24 CFR part 581 and
section 501 of the Stewart B. McKinney
Homeless Assistance Act (42 U.S.C.
11411), as amended, HUD is publishing
this Notice to identify Federal buildings

and other real property that HUD has
reviewed for suitability for use to assist
the homeless. The properties were
reviewed using information provided to
HUD by Federal landholding agencies
regarding unutilized and underutilized
buildings and real property controlled
by such agencies or by GSA regarding
its inventory of excess or surplus
Federal property. This Notice is also
published in order to comply with the
December 12, 1988 Court Order in
National Coalition for the Homeless v.
Veterans Administration, No. 88–2503–
OG (D.D.C.).

Properties reviewed are listed in this
Notice according to the following
categories: Suitable/available, suitable/
unavailable, suitable/to be excess, and
unsuitable. The properties listed in the
three suitable categories have been
reviewed by the landholding agencies,
and each agency has transmitted to
HUD: (1) Its intention to make the
property available for use to assist the
homeless, (2) Its intention to declare the
property excess to the agency’s needs, or
(3) A statement of the reasons that the
property cannot be declared excess or
made available for use as facilities to
assist the homeless.

Properties listed as suitable/available
will be available exclusively for
homeless use for a period of 60 days
from the date of this Notice. Homeless
assistance providers interested in any
such property should send a written
expression of interest to HHS, addressed
to Brian Rooney, Division of Property
Management, Program Support Center,
HHS, room 5B–41, 5600 Fishers Lane,
Rockville, MD 20857; (301) 443–2265.
(This is not a toll-free number.) HHS
will mail to the interested provider an
application packet, which will include
instructions for completing the
application. In order to maximize the
opportunity to utilize a suitable
property, providers should submit their
written expressions of interest as soon
as possible. For complete details
concerning the processing of
applications, the reader is encouraged to
refer to the interim rule governing this
program, 24 CFR part 581.

For properties listed as suitable/to be
excess, the property may, if
subsequently accepted as excess by
GSA, be made available for use by the
homeless in accordance with applicable
law, subject to screening for other
Federal use. At the appropriate time,
HUD will publish the property in a
Notice showing it as either suitable/
available or suitable/unavailable.

For properties listed as suitable/
unavailable, the landholding agency has
decided that the property cannot be
declared excess or made available for
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